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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi , the 29 th October 1977 

GSR 658(E)—The following draft of certain rules further to amend the 
Drugs and Cosmetics rules, 1945, which the Central Government proposes to make, 
after consultation with the Drugs Technical Advisory Board, in exercise of the 
powers conferred by section 8, 12, 16 and 33 of the Drugs and Cosmetics Act, 1940 
(23 of 1940), is hereby published as required by the said sections, for the in¬ 
formation of all persons likely to be affected thereby, and notice is hereby given 
that the said draft will be taken into consideration after the expiry of three months 
from the date of publication of this notification in the Official Gazette 

Any objections or suggestions which may be received from any person with 
respect to the said draft rules before the expiry of the period so specified will be 
taken Into consideration by the Central Government. 

DRAFT RULES 

1 These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1977. 

2 In the Drugs and Cosmetics Rules, 1945, in Schedule V, after entry 1, the 
following entry shall be inserted namely — 

"2, Standards for patent or proprietary medicines, containing vitamins, 

(2059) 
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The patent or proprietary medicines containing vita mins for prophylactic therapeutic or paediatric use shall contain the vitamins in quantities not less 
than and not more than those specified below in single or m two divided daily doses namely :—- 


Vitamin 


Unit 

Patent or proprietary 
medicines containing 
vitamins for prophylactic 
use : 

Patent or proprietary 
medicines containing 
vitamins for therapeutic 
use : 

Patent or proprietary medicine containing vitamins 
for paediatric use : 




Per 

daily 

dose (in single or in 

two divided doses) [J 




For -adults 

For infants kss than one year 

1 

For chldrm above one year 

^ upio adults | 

Vitamin A * 

- 

, IU, 

Not less than iGdo and 
not more than 2500. 

Not less than 5000 and 
not more than io 3 ooo. 

Not less than 750 and 
not more than 3000, 

Not less than 1500 and 
not more than 5000 

Vitamin D 

• 

. IU- 

Not less than 10O and 
not more than 200 

Not less than 400 and 
not more than 1000. 

Not leas than 200 and 
not more than 400. 

Not less than too and 
not more than 400. 

Vitamin Bj 

■ 

mg. 

Not leas than 1 and 
not more than 2 

Not les than 4-5 and 
not more than 10. 

Not less than o r 5 and 
not more than 1. 

Not less than 1 and 
not more than 4* 5. 

Vitamin Bj 

■ 

mg. 

Not less than 1 and 
not more than 3- 

Not less than 5 and 
not more than 10. 

Not less than 0,5 and 
not more than 1 ■ 5. 

Not less than I and 
not more than 5 

Vitamin B* 

• 

mg. 

Not less than o* 5 and 
not more than 1 ■ 5. 

Not less than r - 5 and 
not more than 3. 

Not less than 0 * 5 and 
not more than 1 ■ 5. 

Not less than 1 and 
not more than 3. 

Niacinamide . 

• 

mg. 

Not less than 15 and 
not more than 26. 

Not less than 45 and 
not mere than 100. 

Not less than 5 and 
not more than 15 

Not less than 10 and 
not more than 40. 

d-Pantothemc acid or its salts and 
panthenol. 

mg. 

Not less than 1 and 
not more than 5 

Not less than 5 and 
not more than 50. 

Not less than 1 and 
not more than 3 

Not less than 2*5 and 
not more than 10. 

Folk acid 

• 

meg. 

Not less than 50 and 
not more than 300 

Not less than 1000 and 
not more than 1500. 

Not less than 25 and 
not more than 100 ■ 

Not less than 100 and 
not more than 500 

Vitamin * 

• 

. meg. 

Not less than o* 5 and 
ncj. more than 1. 

Not kss than 5 and 
not m^re than 15 

Not less than 1 and 
not more thar^g. 

Not less than 1 and ' 

not more than 5. 
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Vitamin C 


• mg- 


Vitamin 


Note i 


Note 2 


Not Ices than 35 and Not less than 75 and 

not more than 50* not more than 150. 


Not less than 20 arfti Not less than 30 and 

not more than 40. not more than 80. 


I.U 


Not less than 5 and 
not more than 10. 


Not less than 15 and 
not more than 25. 


Not leas than 2* 5 and 
not more than 10. 


Not less than 5 and 
not more than 20 


The patent or proprietary medicines containing ltanoms intended for prophylactic, therapeutic or paediatric use shall bear on the label the words 
“Tor Prophylactic Use” “For Therapeutic Use” 3 or “For Paediatric Use” as the case may be. In case of paediatric preparations the age of the in¬ 
fant or the child for whose use it is intended, shall be given in addition to the particulars required to be given under these rules. 

The above standards shall not apply to any preparation containing a single vitamin only and also to any preparation containing vitamins intended 
for parenteral use”. 

[No* X 110 j3/2/77-D&MS] 

N. N. VOHRA, Jt. Secy. 
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nk *rfW< ^ijcrnjr nniwu 
(wrcwferm) 

srfsr^wn 

^ 29 1977 

WofRo 658 (W).—%fjtT RTVR, Utlfa Wk TRTWT RTTCft wfafein, 
1940 ( 1 940 WT 23) Tt NTTT 8 , 12, 16*flT 33IITI ST5TT wfenfT W Wffe f<?, 

wkfa WRfffe wrr^n: ntt % win ^ wtoftr tfk wtwt nnnft f^nr*r, 

i945^*knntiwT r ^%fej^mfewTWTkwnpwnwt| i few PiHfriPad 
sri^r surfer srknwr, wt wft wfefet wt wm! % faq srspTfer fen w 
Tfr|fen^^n%swfwn?t^^RF»nwt, nk er% fr wfe $ fe sn srfa- 

gwn % rnirra Jr ^ mfta & dk mn tfV wrrfar % tewt, nm qr fenr 

few mrjm i 

?n nwr fefefej snrfsr ^ wnf'fr % wrfefet % stt*"t qfr arnrn ^fr tft snqfe 
nk fyrm fen! wfer ^ rtw %^sk toi nn <tt fern: qfeft i 

feint vt jwm 

l. fernf wnm nkfsrnk wnmnrmft (rfefer) fern, 1977$1 



% sftafn sfft srerm *nwt fa^nr, 1945 ^ snr^fr V *r, yfelV I % faRfafecr sfafe sRr:s*nftcr sm^rt ^srr?r — 


"2. fadTfjR ^tst ^2: m mfa*> ylrfmi % :— 

<Ww<)y), vjt^ki4 *tt zHhfarni % 3#i % ftn? fVsif*R smft qr ?n^rf^fr Jr, m f^nl^T tt 
fti?t t feTftrfr wt ^rrar fVfaisre ?r *Rpr ?fr? sr^ ^ ^ft, vrfti •— 


f 


u> 



'—- 


fadlpH 


CinfaOyY % f^ 

^rkpt ^wr % f^nr 

^F^^rr % f%n t 



feTfipft TT^ft qT 

f^lfiRT crrr£ *TT 

RdTftffi ^nfr qt^ m 




grrfrifr sjWsrt 

srfafw 




^forr g'Trer 

O 

(^ zn eft ^tr?t %) 





rpr ^ ^ % 




tt^t cpf h qnr % fw^n % far[ 

ftPTTOT TT^T 5RRft 





rR> % f^rrr 


1 


2 


6 


fadrfl-H 1 ^ 4 tlt 0 IT0 


1600 ?T*TR5T«faf 25 00 

?r srrfa^- 


5000 ?r ?t 1 t 
10,000 ^ 5 RfsRT 


750 n sfK 3000’ 
?r srI^ ( 


1500 % ?fK 
5000 nTRfsRi' 


fasrfan ot! ° ?to 


100 *r^!R?fr?: 200 

% 4 wfy+ 


400 % 5Sr*RsfK 1000 200 *t ?RR 400 100 %SRR5Tk 400 

C\ C\ S'. 


o\ 

U> 


1 


2 


3 


fau(*H 3T>-1 

sfto 

1 % 5f\r 2 % 

3Frf^T 

ferfiFT ^t-2 

3 

o 

a> 

o 

1 % 3F3PT 5flT 3 ST 
3R%^ 

fTdrfiW ^t-6 

T^fo vffo 

0. 5 %T 3TST-T 3flT 1. 5 
% 3Hfy+ 

faniftwiHr^ 

tntc 

1 5 & 2 6 ^StJ 

^f«« ^TT 

3fK 

^mt^r 

TTTTo sffo 

i Sr 3r*yr 5 Sr] 

3FTfe3T 



| 50tT3P^3T 1 tT 300 ST 
3 F(fW<t> 

feTfjpr fr-i2 

TTTf o^ffo^o 

0.5 Sr 3^ 3fR 1 Sr 

1 

frdrffH ?ft 

^*To sfN 

2 5 % 3FJFT 3flT 5 0 




-—- M 

a 

4 se* 1 - 

4. 5 ^ 3 ^ loSr os 3rft i i %*WjT?fh: 4 . 5 % 

sprf^p % sr^rfspp 3Rfa^; 

5 % ?t^t tfk 10 % 0 . 5 % sFTfr ?rk 1.5 1 Sr ?p^t 3fk 5 % 

^■rfy^' St 3Hfa<t> snrftrer 

1 . 5 % 0.5 Sr 3F*r* 3rk 1.5 1 % 3t*ft srk 3 Sr 

wnly* ^ ffc| 

45 ST3F=JIrT 3*k 100 ?T 5 ST 3*^ ?rfa 15 Sr 10 ST 3*^ 3ftr 40 St 
WH^H 3THf5^ vifan 

5 ST srsjrT sfk 50 1 Sf STfJR sftr 3 it 2 .5 ST 3^ 3fk loST 

SRfa^T 3FTfa*fr 3Hfa«tf I 


1000 % 3THH3ftT 1500 25 & 3TTHT 5fK 100 100 Sf3TRT^5fk 500 

Cl CV. 5 \ 

ST 3Hfa<t>' ST 3Rf^> ST 3Rfk^i 

5 % 3T^Rr 3ftT 15 ST 1 % 3F^T ?fk 3 % 1 % 3J^JjT 3Tk 80 % 

3Hfa<*, y^ftrrr 3T4fy^ 

75 ST 3F*m 3flT 150 Sf 20 ST 3T^T 40 ST 30 ST 3^ 3fc 8 0 

3f^fy+ % 3Rfg^p 
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5 % 10 % 


1 5 % sr^q q'rc 2 5 
% qqfgq; 


2.5% ^pqq i o 


5 % 5 pqq 20 % 

snfaqf i 


fe^nfr—l qr q q qT f rq qr % qqqfq % wrsrfqd fqqrfqqr qr^fr m *riqffr+- q'tqfaqf tt, 

qqqfq % f^” qr ‘‘qqqroq wfm % fqtr" qr “ 4 Hfqf+-€T% qwrq% srsqt qrarr qq*T 
qqT ^%rr i qrafqfocqm f%rfrrf%nrr <r?rr % ?q fqqqr % wnr v^fww fdfqfWr % *i<rfMi, qq f%wt qr qqqt q% 
qw*ft qfqrqt qrf^fqq% q qrafqq | i 

fd^n—2 qiqqr tpi fqjTfim qT^t f^ fqMq sftr srRTrK qqqrq % faq; qrsifqq fqqrfqq qrqt fqT%V ?ftqfk qrr qf srnj; 
qft ff% i 

[%0 ^q-1 1013 2/77-qto rroT l^qo IT^o] 
crqo (rq'o qf^'tt, ^M+n dfqq I 


*TfT qqqrq, qrnr wr^nr *^s u iw t ii fq^st rfs, q^ 1 s»w 
qvT fqqqq, qq>raq fqqFT, fr«ft ?rt W l W 1977 
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